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Art Unit: 1644 

DETAILED ACTION 

1. Claims 1, 3-10, 12-14, 20-26, 29-30, 43-44 and 46 are pending. 

2. In view of the amendment filed 2/9/06, the following rejections remain. 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office Action: 

A person shall be entitled to a patent unless - 
(e) the invention was described in — 

(1) an application for patent, published under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 351(a) shall have the effect under this subsection of a national application published under section 122(b) 
only if the international application designating the United States was published under Article 21 (2)(a) of such 
treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that a patent shall not be deemed filed in the United States for the purposes of this 
subsection based on the filing of an international application filed under the treaty defined in section 351(a). 

4. Claims 1, 3-5, 8-9, 12, 20-26, 29-30, 43-44 and 46 stand rejected under 35 U.S.C. 102(e) as being 
anticipated by US Pat 6,743,492 B2 (filed 12/24, 1999; PTO 1449) as evidence by Beaupre et al 
(of record, Thorax 36(10): 731-6, Oct 1981; PTO 892). 

The '429 patent teaches a method to inhibit allergen-induced airway hyperresponsiveness 
in a mammal such as guinea pigs, sheep (see col. 12, lines 53, col. 18, line 56-67, in particular) 
and human by administering to the mammal a calcitonin gene related peptide such as human 
CGRP, rat CGRP and human aCGRP (see claims 1-3 of the '492 patent, col. 8, line 36-39, col. 7, 
lines 36-39, in particular). The reference mammal has been sensitized to an allergen that induces 
airway hyperresponsiveness (see claim 1 and 3 of the '429 patent, in particular). The reference 
CGFP is administered 15 to 20 minutes prior to exposure to AHR provoking stimulus such as 
Ovalbumin (see col. 13, line 39-41, col. 16, lines 2-4, col. 19, lines 60-67, claim 3 of '492 patent, 
in particular). The reference method further comprises monitoring the mammal to detect whether 
airway hypersensitivity is inhibited (see col. 15, lines 14-25, in particular). The reference CGRP 
is targeted to cells in the lung such as smooth muscle cells (see col. 3, lines 20, in particular) and 
epithelial cells of the tracheobronchial tree (see col. 3, line 59-67, in particular). The reference 
CGRP is administered by direct delivery to the lung of the mammal by aerosol spray (see col. 11, 
lines 60-67, col. 19, lines 31-32, claim 13 of '429 patent, in particular) or parenteral or oral (see 
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col. 12, lines 1-5, in particular). The reference CGRP is administered in a pharmaceutical^ 
acceptable excipient (see col. 11, lines 49-57, and col. 12, lines 25-31, in particular). The '429 
patent further teaches a method of inhibiting allergen-induced airway hyperresponsiveness in a 
mammal such as sheep comprising administering to the sheep a calcitonin gene related peptide 
(CGRP) wherein the sheep has allergen-induced airway hyperresponsiveness in response to a 
concentration of metacholine (see col. 19, lines 31-46, Figure 9, in particular). The recitation of 
provoking agent that causes a 20% fall in FEV1(PC20FEV1) wherein said concentration is less 
than the concentration required to cause a 20% fall in FEV1(PC20FEV1) in allergen-sensitized 
animal is within the teachings of the '429 patent. The evidentiary reference Beaupre et al teach 
that PC20FEV1 is the concentration of provoking agent such as histamine that causes a 20% fall 
in FEV1 and PC20FEV1 is a merely an index in characterizing the clinical state of asthmatic (see 
abstract, in particular). In fact, the instant specification discloses a variety of provoking agents 
such as histamine, acetylcholine and metacholine are useful in measuring AHR values (see page 
14, last paragraph of instant specification) and FEV1 and FVC values can be measured using 
methods known to those of skill in the art (see page 14, line 4-8, in particular). The '429 patent 
teaches that pretreatment of CGRP at various concentrations such as 10" 9 to 10" 6 M, which is 
about 0.1 |iig/ kg body weight to about 10 or 5 about jag/ kg body weight of the reference mammal 
(see col. 13, lines 18-20, in particular). The term "about" expands the claimed range to include 
the reference concentration. Claims 5 and 8-9 are included in this rejection because the reference 
teaches administering CGRP five minutes prior challenge and this step is repeated, and five 
minutes is within 12 hours, 2 hours or between 48 hours or less prior to exposure to AHR 
provoking stimulus. Thus, the reference teachings anticipate the claimed invention. 

Applicants' argument and the declaration by Erwin W. Gelfand and Azzeddine Dakhama 
filed on 2/9/06 under 37 CFR 1.131 has been considered but is ineffective to overcome the 
6,743,429 reference. 

The '429 reference is a U.S. patent that claims the rejected invention. An affidavit or 
declaration is inappropriate under 37 CFR 1.131(a) when the reference is claiming the same 
patentable invention, see MPEP § 2306. If the reference and this application are not commonly 
owned, the reference can only be overcome by establishing priority of invention through 
interference proceedings. See MPEP Chapter 2300 for information on initiating interference 
proceedings. If the reference and this application are commonly owned, the patent may be 
disqualified as prior art by an affidavit or declaration under 37 CFR 1.130. See MPEP § 71 8. 
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5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 103(a) that form the basis 
for the rejections under this section made in this Office Action: 

A person shall be entitled to a patent unless: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. This application currently names joint inventors. In considering Patentability of the claims under 
35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to 
the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a later invention was 
made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 
U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

7. Claims 1, 6-7, 10 and 13-14 stand rejected under 35 U.S.C. 103(a) as being unpatentable over US 
Pat 6,743,492 B2 (filed 12/24, 1999; PTO 1449) as evidence by Beaupre et al (of record, Thorax 
36(10): 731-6, Oct 1981; PTO 892). 

The teachings of the '492 patent as evidence by Beaupre et al have been discussed supra. 

The claimed invention in claim 6 differs from the teachings of the reference only that the 
method wherein the agent is administered upon the detection of the first symptoms of AHR. 

The claimed invention in claim 7 differs from the teachings of the references only that the 
method wherein the agent is administered within one hour after the detection of the first 
symptoms of AHR. 

The claimed invention in claim 10 differs from the teachings of the reference only in that 
the method wherein the agent is administered every one to two days. 

The claimed invention in claim 13 differs from the teachings of the reference only in that 
the method wherein the agent is administered at a dose of from about 0.1 jig x kilogram- 1 and 
about 10 (ig x kilogram body weight of said mammal. 

The claimed invention in claim 14 differs from the teachings of the reference only in that 
the method wherein the agent is administered at a dose of from about 0.1 (ig x kilogram-1 and 
about 5 jig x kilogram body weight of said mammal. 
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The '429 patent further teaches it will be appreciated that optimum dosages will be 
determined by standard methods for each treatment modality such as age, weight, and conditions 
such as taking into account of its severity, the duration of desired treatment, the route of 
administration and the like (see col. 12, lines 29-36, in particular). It is well within the purview 
of one of ordinary skill in the medicinal art to optimize dosing schedules for a particular treatment 
regimen and dosage as taught by the 4 429 patent. 

Applicants' argument and the declaration by Erwin W. Gelfand and Azzeddine Dakhama 
filed on 2/9/06 under 37 CFR 1.131 have been considered but is ineffective to overcome the 
6,743,429 reference. 

The '429 reference is a U.S. patent that claims the rejected invention. An affidavit or 
declaration is inappropriate under 37 CFR 1.131(a) when the reference is claiming the same 
patentable invention, see MPEP § 2306. If the reference and this application are not commonly 
owned, the reference can only be overcome by establishing priority of invention through 
interference proceedings. See MPEP Chapter 2300 for information on initiating interference 
proceedings. If the reference and this application are commonly owned, the patent may be 
disqualified as prior art by an affidavit or declaration under 37 CFR 1.130. See MPEP § 718. 

8. No claim is allowed. 

9. THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 

Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
A shortened statutory period for response to this final action is set to expire THREE MONTHS 
from the date of this action. In the event a first response is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event will the statutory period for 
response expire later than SIX MONTHS from the date of this final action. 

10. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Phuong Huynh "NEON" whose telephone number is (571) 272-0846. The 
examiner can normally be reached Monday through Friday from 9:00 am to 5:30 p.m. A message 



Application/Control Number: 09/809,753 
Art Unit: 1644 



Page 6 



may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Christina Chan can be reached on (571) 272-0841. 
The IFW official Fax number is (571) 273-8300. 

1 1 . Any information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Phuong N. Huynh, Ph.D. 

Patent Examiner a 



Technology Center 1600 
April 28, 2006 
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SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 




